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DETAILED ACTION 
Claim Objection 

Claims 14-16 are objected to because of the following informalities: 

In regards to claims 14-16, claims 14-16 are considered improper method claims 

because claim language does not properly claim steps to carry out a method of doing business as 

claimed. 

In regards to claim 14^ the language of "method of doing business" in line 1 is not 
supported by the specification. Consider deleting "of doing business" or replace "of doing 
business" with other language that are inconsistent with the language of specification. 
Furthermore, in lines 2 and 3, claim recites "a plurality of differing sizes", what size is being 
referred to is questionable. For the purposes of examination the term "differing sizes" is 
considered differing size of an individual's nasal cannula. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 5,9,10, and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kessler et al, US 6,328,038 Bl 

As to claim 5, Kessler discloses a nasal CPAP cannula seal, comprising: (a) a strip 
(fig.lA, 10) of flexible material (see "a nasal cannula retainer has a flexible member" in 
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col.l, lines 21 and 22), defining a nose-covering region (fig.2, 24) that includes two nostril 
apertures (aperture though 34 in figures 1A, 2); (b) said strip of flexible material also defining 
adherence wings (fig.2, 26), adapted to adhere to a patient's cheeks (as best depicted in figure 
2); (c) said strip of flexible material further defining a pair of inwardly extending cuts (parallel 
edges of 24 defining an open space for nose in figure 2) between said nose-covering region 
and said pair of wings that facilitate the folding of nose-covering region relative to said pair of 
wings (see fig.2). 

As to claim 9, Kessler discloses a nasal CPAP cannula seal assembly, a nasal CPAP 
cannula seal, including: (i) a strip of flexible material defining a nose-covering region that 
includes two nostril apertures; and (ii) said strip of flexible material also defining a pair 
of wings, adapted to adhere to an infant's cheeks as applied to claim 5. Kessler further discloses 
a release liner assembly (fig.lB, 28), adhered to said nasal CPAP cannula seal and having a free 
portion (fig.lB, 29) that is accessible for a user to grasp in removing. said release liner assembly 
from said cannula seal. 

As to claim 10, Kessler discloses the nasal CPAP cannula seal assembly of claim 9 
wherein said release liner includes a release liner that extends outwardly (fig.lB depicts portion 
29 extending outwardly) from said cannula seal thereby forming said free portion. 

• As to claim 12, Kessler discloses the nasal CPAP cannula seal assembly of claim 9, 
wherein said release liner assembly comprises a release liner (fig.lB, 28) and a tab (fig.lB, 29) 
that is attached to said release liner and extends outwardly from said cannula seal, thereby 
forming said free portion. 



Application/Control Number: 10/667,728 
Art Unit: 3771 



Page 4 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that. are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 6-8,11, and 13-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kessler et al. US 6,328,038 Bl 

As to claim 6, Kessler discloses a nasal CPAP cannula seal, comprising: 
(a) a strip (fig.lA, 10) of flexible material (see "a nasal cannula retainer has a flexible 
member" in col.l, lines 21 and 22) defining a nose-covering region (fig.2, 24) that includes two 
nostril apertures (aperture though 34 in figure 1A, 2); (b) said strip of flexible material also 
defining a pair of wings (fig.2, 26), adapted to adhere to an infant's cheeks (as best depicted in 
figure 2); Kessler however is silent on (c) said strip of flexible material being at least semi- 
transparent. However, Kessler teaches that the strip may be made out of materials 
commonly used for medical devices where skin contact, conformability and flexibility are 
required. Kessler further cites that several non-limiting examples of such material include 
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plastic, cloth or fabric or other material (see col.3, lines 6-12 of Kessler). Since Kessler 
teaches plastic material and plastic within the scope of Kessler's teaching can vary in 
transparency, it would have been obvious to one of ordinary skill in the art to consider 
Kessler's plastic to be semi-transparent or transparent. 

As to claim 7, Kessler teaches the nasal CPAP cannula seal of claim 6 wherein said strip 
of flexible material is transparent (see reasoning provided for claim 6). 

As to claim 8, Kessler discloses a nasal CPAP cannula seal assembly, comprising: (a) a 
nasal CPAP cannula seal including: (i) a strip (fig.lA, 10) of flexible material (see "a nasal 
cannula retainer has a flexible member" in col.l, lines 21 and 22) defining a nose-covering 
region (fig.2, 24) that includes two nostril apertures (aperture though 34 in figure 1A, 2); and 
(ii) said strip of flexible material also defining a pair of wings (fig.2, 26), adapted to adhere to an 
infant's cheeks (as best depicted in figure 2); (b) a release liner assembly (fig.lB, 28), adhered 
to said nasal CPAP cannula seal, for easy handling. Kessler however is silent on a sanitary 
package containing said nasal CPAP cannula seal adhered to said liner. However, it is 
obvious to one of ordinary skill in the art that medical device are commonly packaged, 
therefore, Kessler's seal is considered contained in a package before use. 

As to claim 11, Kessler lacks the nasal CPAP cannula seal assembly of claim 9, wherein 
said release liner assembly comprises a first release liner and a second release liner that overlaps 
said first release liner, thereby forming said free portion. However, Applicant has not stated 
why the overlap is critical to the invention in terms of providing a specific function and/or 
solving a stated problem. Thus to one of ordinary skill in the art the release liner taught by 
Kessler would be consider an equivalent liner in the art because whether the liner overlaps 
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or not does not really affect how the liner functions in the claimed invention. Therefore, it 
would have been an obvious matter of design choice to modify Kessler to derive the 
invention as specified in claim 11. 

As to claim 13, Kessler lacks the nasal CPAP cannula seal assembly of claim 9, wherein 
said release liner assembly comprises a first release liner and a second release liner and said first 
release liner extends outwardly from said cannula seal as the cannula assembly is bent and 
bowed outwardly, thereby causing said first release liner to partially separate from said cannula 
seal. Difference between Kessler and the claimed invention is that Kessler lacks two 
separate release liner. However, at the time of the invention, medical securing device was 
known to have two separate release liners. Applicant's attention is requested to the 
invention of Thompson US 4,706,662, where two separate release liners are disclosed. 
Furthermore, Applicant has not stated why two liners are critical to the invention in terms 
of providing a specific function and/or solving a stated problem. Therefore, it would have 
been obvious to one of ordinary skill in the art to consider claimed liners as an obvious 
matter of design choice because the number of release liners would not really affect how 
the nasal seal functions. Therefore, it would have been an obvious matter of design choice 
to modify Kessler to obtain the invention as specified in claim 13. 

As to claims 14-16, Kessler lacks a method of doing business, comprising selling nasal 
CPAP seals in a plurality of differing sizes cannula. However, Kessler teaches structures that 
would allow sealing nasal CPAP seal in a plurality of differing sizes cannula (see rejection cited 
for claims 5-13). Furthermore, Kessler teaches a use of nasal seal. Although its not explicitly 
mentioned in Kessler' s disclosure, it would have been obvious to consider Kessler' s device to be 
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sold to a medical practitioner in order to use the device. Therefore, Kessler device further 
considered capable of perform method of doing business as specified in the claimed invention. 

Allowable Subject Matter 

Claims 1-4 are allowed because the prior art of record does not teach nor render obvious 
the overall claimed combination of a nasal CPAP cannula seal comprising a strip that further 
defines a set of cuts extending outwardly from each said nostril aperture. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Doan (US 3,460,300), Beisang, III (US 4,823,789), Dillon et al. (US 5,735,272), and 
Tsuug et al (US 6,966,318 Bl) are cited to teach nasal cannula holder. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272-6088. The 
examiner can normally be reached on M-W-F 8:30am-5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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